
Declaration of ConformitY
Ccdlticate tdcntlficaalo[!

I.ogel Msrr|facturcrrs Nimc.
l.€gdl [{a Dufncturcr's Addrcs!:

Namgt f,[d Ecscrlptlon ot Dsvacqt

ARCI-lITECT AFP Reagent

ARCH l'l-Ec'l' AFP C&libratols

ARCHn'EcT APP Conlrols

Abbotr lrclsnd Diagnorlics Division' Finisklin Ilusillcss Prrk' Sligo' Corrnty Sligo' lrcland'

wc, thc undersigned, hereby declarp thal thc in vitro diagnostic medical devic€s describcd abovc and beoring fie cE

,'ro*inf *nro,irr r"irtr ttrc eppticaur.'P;;lsions of lhe E€ Direclivc 98/?9/l:c of thc l:urortcsn PsrliorTlent snd of thc

Council of2? October 1998 On tn Yiiri Oiagroslic Medical Devlces as they are transposed inlo ths laws ofthc Inernbcr

starcs.
'l'his dcclirntioh is made in accordartcc with Anncx

mnnufo.turcr, 
Gg <__

Signature:

ljall Name:

Positlofl:

Dnte ofApproval:

-4-...'---J

tlt ofthe IVD Dirccrttc ind ir isst cd under th! rolo resPonsibililY ofthc

__Nilll l'lurkcta_ -_
Quslily Managcr

O1l Sr,,.r- rh

DBtc lssucd: _ ._-.9_f__.l+l l! _
SupcBcdcs: l3 Jan 2013.

/t,
Sigtawte: - /oo1,q-..* LuL:tLy:._1

Full Natnc:

Positionl

Dalc of Approvnl:

ltlscc lssucdl
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_-_t.ormille \\'hitney

Senior Mathger Rcgrrlntory All'aiE

AlDt) Sligo
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SYSTEM

GEA Gontrols

IN]ENDED IJSE
Th6 AFCHTTECT CEA Conlrols ara lor tho os malion of tosl precision

and th€ detectlon oi systsma c analyllcal devatlons ol the ARCHITECI

i systsm (reagenlq catibralors and instrum€n0. whsn used lor the
quantiEtive measur€m€nt ol Carcino€mbryonlc Anllg6n (CEA) in human

serum or plasma. Refor lo the AFCHITECT CEA reagent package insert
lor addilional inlormatlon

CONlENTS
3 Bonlos t8.o mL each) ol AFCHTTECT CEA Convols llG6xrcot lal,
lEonrAorlil, lEoiiF6ilil) comainlng cEA (human) preparsd ln
phosphate butlefwilh protoin (bovn€) 6tabtlizer. Pr€servativ€: Anlimicrubial

The iollowing conc€nvation .anges may bs us€d tor individual r6plicale
control soecificatlons on ihe ARCHrECT Svslsr'.

en
lneE zxee-tz

G2-6046/R03

c7K6R0

BIBLIOGRAPHY
1. IJS Deparhsnt ol Labor, Occupational Salely and H6allh

ldmlnishrlon,29 cFF Pan 1910.1030, Bloodbom€ pathoo€ns

2. US D€Dartmsnl ol Heallh and Human Seryic€s Eiosal€ty 
'il

Mtctobiological and Bionedical €d Washington, DCr

US Gov€rrmenl Prlnting ollice;
3. World Health Oeanizaion Laboatory Biosatety Manual. 31d ed-

Genova: World Hsallh Organizationi 2004

4. Clinicaf and Labo€tory Standards lnsri\elg Proleclion of Laboratoty
W*e.s trcm Occupaliona y Acquned hkcnorc: Approwd Guideline

-Thitd Edilion. CLSI Docum€nl [129.43. Wavn€, PA: Clinical and

L6boratory Slandards Inslllut€: 2005,

ARCHITECT is a tademark ol Abbolt Laboralores in va.ious i!.lsdicllons

Distribut€d by Abbon Lrboatoriss Abbott PErk, lL 50064 USA

ABBOTT 65205 W€sbaden, Germany

Dlagnostics Division
Flnisklin ELrsinsss Park

TargolConcentranon

Forrcl
Fange

lF^xcEl

o

u

Sllgo
lrsland
+353-71-9171712

Jun6 2012
O 2004, 2012 Abbo LaboBtoflss

convol (ns/mL) (ns/mL)

lcoxrRdilil
lcoxreotl l

lEoxrForlHl

20 l3.o - 27.0

100 65.0 - 135.0

Each laboralory should establish ils own Goncenlralron rangos l0r now

control lols al €ach conlrol levol This can be accolnplished by assaying

a minimurn ol ?0 replicates over s€veral (3.5) days. Soutces of vatiation

thar can b€ expocred should b€ includsd in this sludy in ard€r to b€

r€p.€ssntaLfue ot luture systom p€rlormance. Th€se may iacludo:
. Mllliple stored calib,ations
. Mulliple reagent lots

' Multiple calibrator lots

' Multipl€ processlng modulos
. Oala points colleclod at dill€r€nt limss ol lha day

Theso rasults should be appli€d to your labo€lory's quality conlrol

PRECAUTIONS

'@
. For /n Yrlro Dlagnostic Use

A,/l\, lj_\ CAUTION: This prodljct contains human sourc€d and/ot
po(entially infsctious compon6nts, Th6 ARCH|IEGT Controls conlain
anligen doived lioln a human sourc€d cell lln€. Antig€n is pu tied by

chromalography pior lo use. No known lest mothod 6an oti6rcomplete
assuranca that prcducls derived ,rom human sources or inaclivated
microorganisms will not transmil inlection. Theretor€, all hurnan

sourced marerials should be considered potentially inleclious. lt is

recommonded lhat lhss€ reagonts and human specimefls be handls!
in accordance wilh ths OSHA Standard on Bloodborn6 Palhog€ns'.
Biosalety Leval 22 or olh6r appropriale biosalety p€ctices34 should

b6 used for malerials thal conlain or are susp€clsd ol conialnlng

, 
inr'ctious aqents 

iiwffire

STORAGE
. AFCHITEoT CEA Conlrols are stable until the erpiration dale whon

storod and handi€d as d.€cted.
. Do not us6 pasl expiralion dale.

l,r"'. 
"."4

C€

Fl Abbott

Key to symbols used
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AFCHITECT is a tBd€mark ol Abbotl Laboraloies in various juisdiGlions

Disrlbut6d by Abbotl Laboratoriss Abboil Park, lL 60064 IJSA

ABBOTT 65205 Wiesbadon, GermanY

Diagnostics Division
Flnisklh Busin€ss Park
Sligo
k€land
+353-71-9171712

Calibrator

SYSTEM

GEA Galibrators

INIENDED USE
The ABCHITECT CEA Calibrators ar€ for calib|ation ol the ARCHITECT

i System when used lor lh€ quantltatlv6 d€termlnallon ot Carclnoonbryonlc
AnlOen (CEA)ln humafl ssrum and plasma. FlsfBr to the ARCHITECr CEA

rsagent package inselt lor adddional Inlotmalion.

CONTENTS
2 Bottl€s 14.0 mL oach) ot AFICHITECT CEA Calibralors, Caliblalor 1

(lGiilil contains plosphale buffer wllh prct€in (bovino) slabitiz€ri
c-d,Draior 2 (@E) contans cEA (human) prcoar€d In phosphat€ burlet
wlh prct€in (bovlne) $abllizor, PreservativB: Antimicrobial Agenls.

The caliolato.s yi6ld the lollowing concenlralions:

ffi
en

cEA Concsn$atlon (ng/mL)

Juna 2Ol2
o 2004, 2012 Abbon Laboraloti€s

lnerl zroe-oz

G2-6047/B03

s7K6R0

C(

A Abbott|EAi|i'l O

IEAIE 10

STANDARDIZATION
Abbot manulaclur€s inlsrnal rcler€nco slandards lor ARCHITECT CEA

These internal standards are Efersnced 10 the World Health Organizatlon
(WHO.) Firsl lnt€rnational Standard 731601 lor CEA al€ach concentration
tev€l AacHffEcT CEA Calibrdlors are manulaclured by dilution and

l€st€d againsr these inr6rnal relerence slandards,

PRECAUTIONS.E
. For ln Y/tro Dlagnostic Us€

/i\. 4-.\ caUToN: Th's producl contains humal sourced and/or
potentially 

'nt6clious 
cohpon 6nrs, Th€ AfcHITEoT callbrators conlain

anlisen derived hom a human sou.ced coll line. Antigen is purified by

chromalography prior lo use. No known t€slm€thod can ofl6rcomplete
assuEnce that prcducls derived kom human sources or inaclivaled
microorganisms will nol vansmit inl€ction, Thersfor€, all human

sourc€d mal€riais should bs considored potenlBlly inleclious. lt is

r€commsnd€d thal th€se reagenls and htiman specimens be handled

in accordance wllh th€ OSHA Standard on Bloodborne Pathog€ns1.

Biosalsty L€vsl 22 or oth€r appropialo biosalsty practicoss4 should

be used ior maleflats lhat contain or ere suspecled ot conlaining

. 
inloctious agents.

STORAGE
. AFICHrECT CEA Calibrators a/e stable unt ths €xp'lalion dals wien

gored and handled as direcled.
. Do not us€ oast €xoiration dal€.

. t.tl
BIBLIOGRAPHY
1 US D€partm€nt of Labor, Occ0pational Salety and H€alth

Adminrslrarion, 29 CFR Pad 1910.1030, Bloodbome palhog8ns,

2. lls Deparlhont ot Health and Human S€Nic€s. Siosafely i,
Mbtobiological and Bionedbal €d. Washington, Dc:
IJS Gov€rnmant Prinling Ollic6;

3. Wond H€allh Organi2atlon. Labontory Biosafety Manual. 3td ed.

Geneva:Wo d Health O€anizatloni 2004.

4 Clinical and Laboratory Slandards Inslitut€. Prolecton ol Laboratory
Watkerc lron Occupationally AcquiB.l lnlacfions: Appmwcl Guidaline

Third Edilbh- CLSI oocumenr [r29-A3. Wavne, PA; Clinical and
Laboralory Standards Instilutei 2005.
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Ahbott

Declaration of Conform ity

Legal luatlu lacturcr'r N{mc:
Legnl lM$ ufmturcr's Addtrsrl

List Nunlbcrs
nrd Slzc Codc

of Dcl.ires

GM tlN Code Namcs nnd Dstcllptioh of Dlvlccs (:ls$sificetior

7K68-22 10288 ARCII ITI]CT CEA Reagent Srlf-dcclercd

1K68-2'l lo?8E A RCI'I l'l'liC'l' C[A Reagent Self-dcchrcd

7K68-32 30288 ARcl-llTEcT CEA Re{gen Self-dcclsrcd

7K6E-35 30288 ARCI Il l'tic'l' CEA Reagent Sclf-dcclercd

7 K 68-02 38 r74 ARCI IITIiCT CIIA Calibraters SElf-dcclsrcd

7K68-12 38t 73 ARCI ltTliCT cEA Controls Sclf-dccl{red

Auihorhed Europeen
lleDt.Ercnarlivc

lNnmc rtrd Addfrssl
SlorDgc. silc of terhstcal

documenl8tiofl
(Nl|mc {nd  ddrc$sl

Abbe0 lrelsnd DiagDosrics Divlsion. Finiskliu Business I'a*, Sligo' Coumy Sligo. lrelrnd

Depa mcnr: Regulatory Affain.

llsrmofilzcd Shrdards

We, rbe udersigrcd, hereby declare that the irr vitro diagnostlc. r cdicdl devic€s described above and bcaring tltc CF

rnarking; conlbrn with the 6ppficstrlE Fovisions ofrhe DC Dircclive 98/79lEC oflhe Europcan Parliamcnr and ofthc
Cotucil of2? Oclotrcr 1998 on In Virro Dif,Enostic Medical Devices as they urc transposed into the llrvs ofthe rltcnrbcr

slalcs.
'l'hli dcllarAtlor ls mcdc ir nccordarcc $lth A mx
nraffufacftrfer, 

C:= ).
Siglrarrrrcr y't.r. .-,. ^ -LutLy.rJriJ4*-^-*---{-

lll of thc IVD Directivc and Is issucd rttrder lhc sole resDonslbility of thc

l\rll Nanrc: l,orraine whilncy

Position: Scnior Nldnagcr Rqgrtlslory All'nirs

llatq of^pprolal: i( ?t((,r 26 l1't

SiBrature:

lirll Name:

I'osition:

Dote ofApprovoll

Dale lssued:

Srtperscdes:

Ni&ll l'lukclt
Qualiry Minagcr

t .{ sqL tl+

I'lscc lssued:

Ellbctivc (Dde or
l,ot NrNb{.r)i

AlDl) Sligo

.10 Nov ?009



Certilic8te Idetrtifi c8ti,otr:

L€gal Matrufscturer!s Name:

Irgel MaDufacturer's Addless:

O2K9I LC IRIS V4.2

Abbott Laboratoriss

List Numbers
and Size Code

of l)evices

GMDN Code Names atrd Description of Devlces C16rsilication

2K9t-20

2K9t-23

2K9t-25

2K9t-21

2K91-28

2K91-29

2K9r-35

2K9l-38

60976 ARCHITECT CA l9-9xr Reagent Kit Self-declared

2K91-01 38225 ARCHITECT CA l9-9xr Calibrators Self-declared

2K9l-10 38224 ARCHITECT CA l9-9xI Controls Self-declBred

Authorized Eoropean
Represetrt8tive

fName ard Address)

Abbotr GnbH & co. KG
Max-Planck-Rirg-2
65205 WiesbadeD, Germany

Storage sit€ of techlical
documertation

(Name atrd Addrcss)

FJEbl"-u"€--rd*-T;o.p-"rilEf
201 Great Valley Parkwey
Malvenr- PA 19355, USA

Fuj irebio Diagnostics, Inc.
Sesuh- 'rX 78155. USA

Ilarmonized Staodards ffi
We, the undersigned, hereby declare rhat the iu vitro diagnostic medical devices described abov€ and bearing the CE marking,

confonu with thi applicable provisiom ofthe EC Directive 98,?9/EC ofthe European Parliams and ofthe council of27 october

1998 on In ViEo Diagnostic Medical Deyioe3 as they ara trarsposed inlo the laws ofthe member slates.

Tbis declarafion ts made itr accordance rvith Annex III of thc l.l/D Dircrtive aDd is issucd under the sole tesPolsibility of the

manufacturer.

Signarure:

Full Name:

Position:

Dat€ ofApFoval:

Date Issued: shR/J,.lt{

Quality Managcr

s-/rr /aot{

Signature:

Full Name:

Position: RegulatoryAffairsMafiag9r
rt

DateofApproval: Slt3\ \5
Place Issued:

Effective (Daie or
Lot Nurnber):

<-l -i rr-J!ror\J
Pb!'r? \-ictra h A (i

Supersedes: July2l,20l4



@ 2K91.01 o

u

ffien
cA 19-9XR

2K91

604-001 8/14/R11
s2K910

ARCHITECT

CA l9.9XR Galibrators

INTENDED USE
Th6 ARCHITECT CA 19-gXR Calibrators aro for the calibra on of lhe

ARCHmCT isyst€m wh€n used lor fte quantitaliv€ delormlnalron oi

1116.NSJ9-9 reactlvB delerminants in human sorum or plasma.

Reter to the aFCHITECT CA 1g-oXF reagent p.ckage Insert and

ARCHITECT System Opentlone M.nual for.ddltlonal Inlormallon'

CONTENTS
6 Bottl€s J4 mL sach) of ARCHTTECT CA 1g-g)Gl Calibralors

calibralor A conlains TRIS bultbr wrth protein (bovin6) stabiliz€r.

calibrators B - F contain 1116-NS.19-g rsactive d€terminanls

(human) prepar€d in TRls bultel v th protein (bovino) stabilizer.

Preservalivesr sodium azide and PrcClin 300.

The calibralors yi€ld the lollowing concentralions:

Calibrator c4l 9:9 9e!ee!!s!19!l
lclrf;l
r[Ta
F^fd
lcll;l
lc.lE
tc^it;.]

STANDABDIZATION
CA 19.9 assay values are expressed as U/mL. A unil ls a valu6

related to a Fuiirebio Diagnosllcs, Inc- lhalntained ref€tence

orsDararion. The calibrators for the ARCHITECT cA 19-9xR assay

are manufactur€d volumetrically and ar€ r€fercncod lo thrs slandald
prepar€d by Fujirebio Dlagnostics, lnc. Thsre ls no lnternallonally

r€cognizod CA 19.9 standerd available al this llme.

PRECAUTIONS
.@
. For rn Yitro Diagnoslic llse

/t\/t\
. 1 i \ cnmoru: rhis oroduct conlarns hLiman-sou'ceo and/

or polentially intectrous componeols. C6libralors B'F contain

antigen denved lrom a human calltine. No known tesl method

can ofl€r complete assurance that producls derived from human

sourc€s or inactivatgd microorganisms will not lransmil infec!on

Therelore, ali human-sourced mataials should be considered

polentially infeclious, h is recommonded that lhese reagents and

human specimens be handled in accordance with h€ OSHA

Standard on Bloodborne Palhogens. Brosafety Level 2 or othet

appropriate biosalety praclices should be used for malerials thal

contain or af€ sltsp6ct6d ot containing infectious agenls.ra

. Calibralors arg stable until tho expiration dats llJhen slored and

handlod as diEcled.
. Do nol use past explration dale,

llf t'"
n. 2'c'a

PREPABATION FOR ANALYSIS

Sal€ty Data sheels are availade at www abbotldiagnoslics com 0r

contact your local fepresenlalivo.

calibrators may b€ used rmmodialely afler removal kom 2-8'C

storage.

Pdor to use. mix by gentle inversion (5'10 trmes),

Att€t €ach use, tightly clos6 the caps and ralurn lh€ callbralors

to 2-8'C slorag6.

BIBLIOGRAPHY
US Dspartm€nl ol Labor, Occupalional Salely and Heallh

Adminisrlarion, 29 cFR Pan 1910 1030, Bloodbolne palhogens.

t,S Depadmenl ol Heahh and Human Seryic€s. alosaaelv 't
Microbnlogicat and Biomadical Laboftlotios Slh ad \'\hshrnglon' Dci

IJS Governmenl Prinllns Officej Ogcember 2009

Wo d H€alth Oruanizarion. Labo@toty aiosatety Manual 3td ed

G6neva: Wodd Heallh Organizationr 2004.

4. clinical and Labomlory slandards lnslilul€ (cLsl).

ol Labontory Wotkerc lrcn Occupa onaly

0

30

100

250

600

1200

Apprcved Guldeline-Thltd Ed,lton. CLSI

PA CLSI| 2005.

STORAGE



Key to Symbols
caulion

Consult inslructions for usa

Manufaclul€t

T6mp€ratu16 limitatlon

us6 by/Expiratlon dale

Calib.ator (A,B,qD,E or R

contalns sodium Azlde. conlact
with acids llb6.ate! v6ry lo)dc

gas,

Aulhorlzed R€presenlatlvo in the

Eurcpean Communily
lnbrmation naaded for United
stales ol Amerlca only
/n Yrtro Diagnosllc M€dical
D€vic6

Lot Numbd

Produced br Abbott by

Product of usA

Llst Numb€r

Warning: May caus€ an allsrglc
reacllon.

AFCHrECT is a tradomark of Abbotl Laboralofies in varaous

luisdicllons. All other tladematk6 are prop€rly ol lholr resp€cllv€

fi"*s#Bfi:i": @ff"?il**."*, (€
Abbon Pa*, lL 60061 65206lM€sbadsn
USA Gotdrany

+49-6122-580

I rioolcap toi &no"r rY I

Fujirebio Diagnosiics Inc., Malv€rn, PA 10355 USA

Cuslomer Sefllce: Conlgcl your local aePreEer atlve
q fnd coontrFapecmc cor Ect lnlomallon on
srwYr,abbottdiagnoatlca.com

Rovis6d October 2014,

@2005, 2014 Abbotl Laboratori€s [l Abbott



we, the uDdersig[ed, her€by declarc that the in viro diagnostic medical devices describ€d above and bearitrg the CE marking'

coniorm with thi applicabli provisions oftbe EC Directive 98/79,EC ofthe Ewopean ParliameDt and ofthe council of27 october

I 998 on ln Vitro Diignostic i4edical Devices as th€y ale transPos€d into thg lawt of the member states.

This derlsration is made in accordatrce witb Annir lll of tne IVD Directiye and is issued under the sole responsibility of the

manufactur€r.

Certilicate ldentifi catiotr:
Logal MaDufactuaer's NaEe:

L€gal Marufacturer's Address!

Signatwe :

Full Name:

Position: QualityManager

Declaration of ConformifY
02K45 LC IRIS V4

Abbott Laborabries

Signarure:

Full Name:

s/a /sa/r Date ofApproval: 5
Place Issued:

Efiective (Date or
Lot Number):

Date ofApproval;

Date lssued:

Namei sod DescriptioB ofDevlc€s

ARCHITECT CA t25 II Reagent Kit2K45-20

2K45.23

2K45-25

zK45-28

2K45-3s

2K45-38

ARCHITECT CA 125 Il Calibralon

ARCHITECT CA I25 II CODEOIS

Abbott GmbH & co.
Max-Planck-Ring-2

201 Great valley Pa*way
Malverrl PA 19355, USA

Fujircbio Diagnostics, Inc.

Storsge site of techBicd
documentation

(Nsme and Address)

List€d in dle Techtical Docunentation

Supersedes: February 28, 2012



Declaration of ConformitY

Ccrtifi eots ldentilicatlon;
Lcgal Man[facturer's N0me:

Legel Msnufacturer's Addr€ss:

slates.
This declaration is made in accordarce with Annex lV of the IVD Dir€ctivo and

manufacturcr.

Signature:

FullName:

Position:

Date of
Approval:

Date lssued:

Supcrsedes:

Signature:

We, rhe undersigned, hereby deClare fhat the in vitro diagnostic medical devices described above and bearing the CE

marking, conform with the applicatrlo frwisions of the EC Direotivs 98/?9/EC o.f 
lh: 1r:,e11 YI,f'1:l',:*:T:il;;iru;;;"dil;fiil;;;vrfi Diasnostio Medical Devices as they are transposed into thc lgws of the member

Niall Plunkett

Quality Manager

1'+ fv\6.1\ Lt

20 May
2010

is issued under thc sole iesponsibility of Ihc

,/ t 't.l/(oLa4a,.a- L'Y'rLLJ _.
Full Name: Loraine whitney

Position: Manager Regulatory AtTairs

Date of APProval : O!-tn A+-Zelq-

Place lssued: AIDD Sligo

Eflective (Date or l\ \q c"l l\
Lot Number): 0

Llst Nrmbers
and Size Code

of Dcvlccs

GMDN Code Names ard DeseriPtlon of DcYiccs ClassificEtlpn

7K70-20 37286 ARCHITECT Total PSA Reagent Kit Annex ll List B

7K70-25 37286 Tmttlrecr rotal PSA Reagent Kit Annex ll Llsl B

7K70.30 37286 ;EHtTEcr rot"t PsA Resgent Kit Annex lt Lisl B

7K70-01 38208 Ancutrect rotal PSA calibrators Antrcx ll List B

7K70-10 3E207 l{ffiRcultecrtotrlPSAControls Annex 1I List B

Authorizcd DuroPe4[
R€prescrlatiYe

Notil'i€d BodY
(N[mc and Address) Wororsh House'

The Guildway,
Old Ponsmouth Road,

Guildford,
Surtey, GU3 lLR,
Unit€d Kingdom

361 l0
Storogc of slte techBlcsl

documert$tlon (Nam€ aBd
.{bbott lreland Diagnostics Division, Finisklin Business Parlt Sligo' cpunty shgo'

lreland. DepaftDent: Rogulalory Affairs.

in the



Abbott lreland Diagnostics Division
Finisklin Business Park

Sligo IRELAND

EC Certificate - Full Quality Assurance
System Approval Certificate

File Number A18074

Certificate Number 361.181012

Initial lssue Date June 23,2004

Cvcle Start Date June 24,2OL6

Effective Date October 12, 2018

Expiry Date June 23,2019

Wonersh Hguse, The

IN L':

Notified Body

0GM&40043 l66u6i 15,0

Annex lV (excluding sections 4 and 6) of Council Directive 98/79/EC on In Vitro
Diagnostic Medical Devices

Scooe of Certificate:
The design and manufacture of lmmunoassay based in vitro diagnostic devices for the detection a4d rrlonitorint of

lnfectlous dlsease and oth€r clinlcal markers

Device Classifications:
Annex ll lJst A
Annex ll Llst B

Device Descriptions and Model Type:
Please refer to Attachments: 1, 2, 3, 4, 5

4 is required, This csrtificate is lssued with 5 attachments llsting product referenc€s.

We hereby d€clare that an examlnation of the full quality assurance system has b€on carried oqt following the

'6^,,1'amahte ^atha h.tl^hql ladicl.ti^n l^ whiah the rrn.l.rsidh.|d ls subi€ct-requlrements ofthe natlonal leEislation to whish the und€rsigFed ls subjoct,
extmption of sections 4 and 6)bf Gouncil Directive 98I79/EC On In vitro Dlag ify that
the full quallty assurance systetn conforms with the relevani provisions ofth s

subject to periodic survelllance as raquired by 98t9/EC, Annqx lV, Sectlon 5. FoJ Annex [, List A qeviqe-s- where
they are covered by this cortlflcaie, an EC Deslgn Examlnation certificate a ;cording to 98|79/EC, Arinex lV, Section

Authorised

6$L

0843
Paul Daysh

Certlf,cation Managar
For end on BehalfofUL Inlematjonal (UK) Ltd

Guildford, Suney,



Abbott lreland Diagnostics Division
Finisklin Business Park

Sliso IRELAND

Attachment 2 of 5

The Droducts detailed below are covered under the scope of this certificate:

Model/type classlfication

ARCH trEcT antt-HBs controls 7c18-13 Annex ll List A

ARCHITECT antt-HBs Reagent Klt 7C18-20 Annex ll Llst A

ARCHITECT Antl-HBs ReaSent Kit 7c18-2S annex ll ust A

ARcHtTEcT Antl-HBs Reagent Klt 7c18-27 Ann€x lllistA
ARCHITECT Anti-HBs Reagent Kit7c1&28 Ann€x llllst A
ARCHITECT Anti-H Bs Reagent Kit7C18-30 Annex lltista
ARCH ITECT Anti'H Bs Reagent Kit 7C18-34 Annex llLlstA

ARCH ITECr Antl-HB5 Reagent Kit7C18-37 Annex ll Lht A

aRcHlTEcT Antl-HBs Reagent klt 7c1s-38 an ner ll List A

ARCHITESI H&Ag ConfirmatorY V.l Calibrators 9C94-01 Annex llustA
ARCHITECT HBsfu confirmatoryV.l controls 9c94-10 Ann€r lltistA
ARCHITECI HBsag Confirmatory V.1 Reagent Kit 9C94-25 Anner lltista
ARCHITECT HBsag Qualitatlve ll Reagent,Klt 2G22-35 annex lllist a
ARCH TTECT Anti-HBs Reagent KitTclE-29 Anner ll Lista

ARCH ITECT AntFHBs Reagent Kit 7C18-41 an nex ll List a

ARcHITEcTAntFHBs Reagent Ktt 7c1E-39 anner ll List A

ARcHtT La'42 anner lllistA
ARCHIT 18-33 Annex lllistA
Alinlty i Annex ll Lista

alinity i Annex ll Llst a

G/UMDN Code

File Number 418074

Certificate Number 361.L81012

lnitial lssue Date June 23,2004

Cycle Start Date June 24,2Ot6
Effective Date October 12,2018

Expiry Date June 23, 2019

Authorised

?}#
Paul Daysh

Certlfi catlon irlanag€t
For and on Behalfof UL Intemational (UK) Ltd

by

UL
Wonersh House, The Guildwey,

Notified Body

0843
oI}MAAq'.s be6: 15.0

Guildford, Surrey,



Abbott lreland Diagnostics Division
Finisklin Business Park

Sligo IRELAND

Attachment 4 of 5

The products detailed below are covered under the scope of this certificate:

Modelfiype
Allnlty lHBsAg Reagent Kit 08P0822
Alinity lAnti-HBs Reetent Klt 07P8932

Alinity iAnti-HSs R€at€nt Klt 07P8957
ARCH ITECT Rubella lgM Reagent Kit6C18-25
ARCH ITECT Rubell. lgM calibrator 5c18.01
ARCH ITECT Rubella lgM Controls 6C18.X0

ARCH ITECT Rubella lgc Reageht Klt 5C17-25l35
ARCH ITECT Rubelle lgG Callbralors 5Cr7-03
ARCH ITECT Rubella l8G Controls 6C17-13

ARCHITECT Free Psa Reagent Kit7K7t -h125
ARCHIIECTFTee PSACalibrators 7K71-01
aRCHITECI Free PSA Controls 7Kr1-10
aRcH TTECT Toral PSvq Reagent Klt 7K7o-r0l25l30/35
aRcH ITECT loral PsA callbrabrs 7K70-{11

ARCH ITECI Total PsA controls 7K7G10
ARCHITECTcMv lgc Avidity Reagent XIt3t4G25
ARCHITESI Ct!4V lgc Avidity Calibrato. and Controls 3L4G1l
ARCHITECTCMV lgc Reagent Kit 6c15-2b/25l30
ARCHITECTCMV lgc Calib.ators 5C15-01

ARCHITECTCMV lgc Controls 6C15-10

File Number
Certificate Number

lnitial lssue Date

A18074

361..18L012

June 23,2004

Classiflcation

Annex ll List a
Annex ll List B

Annex ll List B

Annex ll Llst B

Annex ll List B

Annex ll List B

Annex ll List B

Annex ll Lht B

Annex ll Lht B

Annex ll List B

AnnexllList g

Annex ll List B

Annex ll List S

Annex ll List I
Anne,( ll List g

Anner ll List B

annex ll List B

G/UMDN Code

Authorised4
Paul Daysh

Certificatlon Managel
For end on Behalfof LJL Intemational (UK) Ltd

Dy

Cycle Start Date June 24, 2016

Effective Date October 12,2018
Expiry Date June 23,2019

Wonersh Hous8, The
UL

Notified Body

0843
0ltM&A0043 ls$o: 1 5.0

Guildford, Surrey,



Abbott lreland Diagnostics Division
Finisklin Business Park

Sligo IRELAND

EC Certificate - Full Quality Assurance

Annex lV (excluding sections 4 and 6) of Council Directive 98/79/EC on In Vitro

Diagnostic Medical Devices

ScoDe of Certificate:
Thedestgn and manufacture of lmmunoassay based in vltro diagnostic devices fot the detection and monitoring of

infectlou5 dlsease and other cllnlcal markers

Device Classifications:
Annex ll Llst A
Annex ll Llst g

Device Descriptions and Model Type:

Please refer to Attachments: 1, 2, 3, 4, 5

wing lhe
ith the
We certify that

nt provisions of the aforementioned direcfive and is
nnex lV, Section 5. For Annex ll, List A dqvices where
tion certiticate according to 98t9/EC' Anhex lV' section
listing Product references'

System Approval Certificate

File Number 418074

Certificate Number 361.181012

lnitial lssue Date June 23,2004

Cycle Start Date June 24, 2016

Effective Date October 1.2,2018

Expiry Date June 23,2019

Authorised

66L
Paul DaYsh

Certlfication Manager
For and on Behalfof UL Intemational (uK) Ltd

Dy

Notified Body

0843
OGMB-Ao[)'|3 lcsuor 15 0



Abbott lreland Diagnostics Division
Finisklin Business Park

Sllgo IRELAND

Attachment 1 of 5

The products detailed below are covered under the scope of this certificate:

ARCH ITECT Anti-H Bs calibrators 7C18-03 Annex llLrstA

ARCHITECT Anti-H Bs Controls 7c18-10 Annet llLktA

G/UMDN COdE

File Number 418074

Certificate Number 361.1810L2

Initial lssue Date June 23,2004

Cycle Start Date June 24,2016
Effective Date October L2,2018

Expiry Date June 23,2079

Wonersh House, The

Authorised

mtl
Paul Daysh

Certilication Manager
Forand on Behalf of UL Intomational (UK) Lld

by

i''' lr .tNotified Body

0843
OGMB-A0043 lssle: 15.0

Guildford,

Status:



Abbott lreland Diagnostics Division
Finisklin Business Park

Sligo IRELAND

Attachment 2 of 5

The products detailed below are covered under the scope of this certificate:

ARCHITECT Anti-HBs controls 7C18-13

ARCH ITECT Anti-H Bs Reagent Kit 7C18-20

ARCH ITECT Anti-H Bs Reagent Kit 7c18-25
aRcHITECT anti-HBs Reagent Kit 7C18.27
ARCHITECT anti-H Bs Reagent Kit7C18-28
ARCHTTECT Anti-Hgs Reagent Kit 7C1E-30

ARCH ITECT Anti-HBs neagent Kit 7C18'34
ARCH ITECT Anti-H Bs Reagent Kit 7C18-37

ARcHITECT Anti-HBs Reagent kit 7C18-38

ARcHITECT HSsAg ConfirmatoryV.l Callbrators 9C94 01

ARcHITECT HBsAg Confirmatory V.1 Controls 9C94-10

ARCHITECT HBsAg Conflrmatory V.1 Reagent Klt 9C94-25

ARCHITECT HBsAg Qualitative ll Reagent Kit 2G22_35

ARCH ITECT Anti-HBs Reagent Kit 7C18-29

ASCH ITECT Anti-H Bs Reagent Kit 7C18-41

aRCH ITECT Ant i-H Bs Reagent Kit 7C18-39

ARCHITECTAnti-HBs Reatent Kit7C18-42
ARCHITECT Antl.H Bs Reagent Krt 7c18-33
alinjty i HBsAg Calibrators 08P0801
Alinity i HBsAg Controls OEPO810

File Number

certificate Number
Initial lssue Date

Authorised

"}{j-

by

1-ir{

Notified Body

0843
tv00 A4 s3 Fo

0GMB-A0043 ls6uor 1s 0

4L8074
361.181012

June 23,2004

Paul Daysh
Certification Manager

For and on Behalfof UL International (UK) Ltd

Cycle Start Date

Effective Date

Expiry Date

Wonersh House,

classlfication

June 24, 201,6

October 12,2018
June 23, 2019

c/UMDN code

Limited

Guildlord,



Abbott lreland Diagnostics Division
Finisklin Business Park

Sligo IRELAND

Attachment 3 of 5

The products detailed below are covered under the scope of this certificate:

G/UMDN Code

File Number A1.8074

Certificate Number 361.1810L2

Initial lssue Date June 23,2004

Cycle Start Date lune 24,2016

Effective Date October 12,2018

Expiry Date June 23,2019

Authorised

'bf
Paul Daysh

Certification Manager
For and on Behalf ol UL Internalonal (UK) Ltd

oy

i'tt.-

Limited
Road,

Eingdom

Notified Body

0843
0GMB.AO043 lriu€: 15-0 Wonersh House,



Abbott lreland Diagnostics Division
Finisklin Business Park

Sligo IRELAND

Attachment 4 of 5

The products detailed below are covered

Model/rype
Alinity i HBsAg Reagent Klt 08P0822

Allnlty i Anti-HBs Reagent Xit 07P8932
Alinity iAnti-HBs Reagent Kit 07P8957
ARCHITECT Rubella lgM Reagent Kit 6c18'25
aRCHITECT Rubella lgM Calibrator 6c18-01
ARC H ITECI Rubella lgM controls 6C18-10

aBCHlTt CT Rubella lgG Reagent Kit 5c17'26135
aRcHtTECT Rubella lgG Calibrators 5c17-03
ARCHTTECT Rubella ltc Controls 5C17-13

ARCHITECT Free PsA Reagent Kit 7K71'2o125
ARCHITECI Free PsA calibrators 7K71-01

ARCHITECT Fr€e PsAcontrok 7K71-10
ARcH ITECT Tora I PsA Reagent Kit 7K7o-2o/25130115
ARCH|TECTTotal PSA calibratots 7K70-01
aRcHrTEcTTotal PsA conkols 7K70.10
ARCHITECIcMv l8G Avldity Reagent Kit 3145-2s

File Number

Certificate Number
lnitial lssue Date

418074

361.181012

June 23, 2004

under the scope of this certificate:

Classification

Annex ll List B

Annex ll List B

Annex ll LGt B

Annex ll Lht B

Annex ll List B

Annex ll List B

Annex llList B

Annex ll List B

Annex ll List B

Annex llList B

annex ll List B

Annex ll List B

Annex llList B

Annex ll List B

Annex ll Lht B

Annex ll Lht B

c/UMDN code

ARCHITECT CMV lgc Avidity Calibrator and Controls 3145'11

ARCHITECf CMV lsG Reagent Kit 6C15-20/2sl30
ARCHITECT Ctvlv lgc Caljbrators 6C15-01

ARCHITECT ClvlV lgc Controls 5C15.10

Cycle Start Date

Effective Date

Expiry Date

June 24, 201,6

October 12,2018
June 23,2019

Authorised

?}#
PaulDaysh

Certificatlon Manage.
For and on Behalfof UL IntemaLional (UK) Ltd

by

Wonersh House, The

Notified Body

0843
0GMS-A0043 lssue: 15.0

cuildford,



Abbott lreland Diagnostics Division
Finisklin Business Park

sligo IRELAND

Attachment 5 of 5

The products detailed below are covered under the scope of this certificate:

ARCHITECTCMV lgM Reasent Kit 5c15-20l2sl30
ARCHITECT cMV lgM Calibra tor 6cl6-01
ABCHITECT CMV lgM controls 6C16-10
Alinity i CMV lgc Reaeent Kit O7P4222 / O7P4232

Alinity iCMV ltc Calibrators 07P4201
Alinity iCMV lgc Controls 07P4210
Alinity ICMV lgM Reagent Kit O7P44z2l O7P4432

Allnity icMV ICM Calibrator 07P440X

alinity icMV lgM convols 07P4410
alinity IHBSA8 Reagent Kit 08P0857
Alinity i Rubella lgc Reage nt Kft OaP4622 / 0aP4632
Alinity iRubella lgc calibr"tors 08P4601
Alinity iRubella lgc controls 08P4610
Alinity iRubella lgM ReagentKftoaP4722 / O8P4732

Alinity i Rubella lgM Calibrator 08P4701

A||nity iRubella lgM controls 08P4710
Alinity i cMV lgc Avidity Reagent Kit07P4322
alinity iCMV ICG Avidity Controls 07P4310
Alinity s CMV lgc Qualitative Reagent Kit 05P1045
Alinitys CMV lgc Quahtative Calibrator Kito6P1002

Alinitys CMV lsc Qua litative Assay ControlXit 05P1010
Alindys CMV ltc Qualitative Release Control Kit 05P 1012

Alinity i Fr€e PsA Reagent Kit 07P9320/07P9330
Alinity i Free PsA calibrators 07P9301
Alinity I Free PSA Controis 07P9310
Allnity i Toral PsA Reagent Kiro7P922olo7P923o
Alinity iTotal PSA Calibrators O7P92OI
alinitv ITotal PsA controls 07P9210

Classlfication
Annex ll List I
Annex ll List B

annex ll List B

Annex ll L'st B

Annex ll Lht B

Annex ll tist B

Annex ll List B

Annex ll List B

Ann€x ll List B

Annex ll Lht B

Annex ll List B

Annex ll Lkt B

Annex IlList g

Annex ll List B

Annex ll List B

Annex ll List B

Annex llLlrt B

Annex ll Lht B

Annex ll List B

Annex ll List B

Annex ll Lht B

Annex llList B

Annex llList B

AnnexllListB
Annex ll List I
Annex llListB

Flle Number

Certificate Number

lnitial lssue Date

June 24,

October
June 23,

2016
'J.2, 201,8

2019

Authorised

?}*
Dy

UL

Notified Body

0843
0OMB.AO043 lEsuoi 15-O

4t8074
361.181012

June 23,2004

Paul Daysh
Certlfication Manager

For and on Behalf of IJL International (UK) Ltd

Cycle Sta rt Date

Effective Date

Expiry Date

G/UMDN COdE

Wonersh House, The Guildway,
Guildford, Surrey, GU3



Abbott

of Conformity

Ocrllflcrae lde[tlfi calionl

lFgd Mtro dcclurGr'! Name!

l{grl Mannaheturcf', Addr.o8ti

Iiligo

.lr3lldld Disgtocias Division

Eusincss F$k. Sligo, lrelmd

wq the undersigned, hcreby declfie'that rhe lh vi{rc nd bearing

thc CE marking, conform wlth tho applicabl{ provisi pean

Ps iament and ofthe Council of37 Octobsr 1998 o arc

tmnspos€d into the laws ofthe momber$ale$.

This dccltEtlob ls msdcin acrofdrige |rllah AFocr lv oflha lvD Dlrcclivc rnd ir l$sued itrder lle role

reponriblllry of tbc mrrufat{urcr.

Signdluro:

FullName;

Position:

Date ofApproval:

Dalc lsgued:

Supcrscdq

Joe Mua?y

Qu{lily Mhn!g!.

la ,i- i-}

Signalurer

Full Nede:

l,ositioo:

l)8te of Apt(ovdl:

ltlace lss{red:

larrroine whitncy

Scnior Msnage{ Rrgul0lory Atl-airs

Uj4,u--Zeit, -
AIDD. Sllso. .ll _s+f 2'rL

ll Nov 201:!
liflbcrive.(Darc or ( ,aW ?,ptV
[,ol NumDcrr:



c'crtilicste ldontlfl(alionr

l,cg{l Manuf||cturer'r Nsmei

l,egal Msnuf{cturc.'s Addressi

Declaration of Conformity
DOC-?(: I E (re-standardi$ed N4s8-Scp) 'A IDD sligo

Abbott lreland Diagnostics Division

tiinisklin Busincss Park, Sli8o, lreland

CMDN Codc Name3 rnd Descriptiol of Devlces (lbssificstion

ARC|llI l.;('l Arrllllls RcaelYrr Kil Aoncr ll l,isl A

Anncx ll l,ist A

Ilcdgcnt

ARCI ll'l li(' l Anti-lllls Rca8un Kir ll l,isl A

AR(lllni('l Anti-llll$ Rcll8cnr Kir Anncx ll t,kr A

Alt('l ll Hi('l Anli-l Ills (:alibmlors Anne)i ll l,isl A

AR('lll' ICI' Anti! llJs ( onrrols Annc\ ll l.isl A

Wohersh Housc
The 6uildway
old Portsnrouth Road,
Criildford.

linisklin Rusincss l'ark, Sligo, lreland

We, the undersigned, hereby dcclare that the in vitro diagnostic medical dcvices describcd above and bearing

the cE markinB, conform with the applicable provisiorrs ol'the F,€ f)irectivs 98/79/lic ofthe European

I'arlianrcnl and of tlte Council of 27 October 1998 on ln Vitrc Diagnostic Medisal Devices as thcy are

transoosed into lhe laws ol'the member states,
'l'his deflars(ion is mrde in occordarcc with Ano€r tV ofthe IVD Dhective and is is$ued under lhc aol€

responsibility ot lhe mf, nufacturer.

Lisl Numberj
ead Slze Cod€

of Devlces

48116

4 t997

Notified Body (name snd rddrcss)

Signsturc:

Full Name:

PositioDi

Date ofApprovol:

Dale lssucd:

Superredes:

Joe M urray

Quslity Managcr

2( f'u* r?

signaturci

FullName:

Position: SeniorN4anagerRegulatoryAfl'airs

Datc ofApproval: _ 22. ''..1't l.\ I 
-

;Lh r.ra' l? Placc Issuedi

Effectivc (Date or
tot Number):

AIDD, Sligo

2h rta:- ta

l,offaine Whitncy

19 Dec 16



frlemott

Certifi cste Idertilicstion I

L€gal Manufacturer'g Name:

Legal Marufacturer's Address:

We, the undersigned, hereby declare that the
and bearing the CE marking, conform with
of the Eurooean Parliament and ofthe
Devices as they are transposed into the laws

This declaration is msde ir
responsibility of th€

Declaratio of ConformitY

s described above
Directive 98/79lEC
Diagnostic Medical

the member states.

and Description of Devico

HBeAg Reagent Kit (4x 100 Tests)

HBeAg Reag€nt Kit (1x100 TesB)

HBeAg Reageff Kit (lxl00 Tests)

HBeAg Reagent Kit (1x500 Tests)

Notified Body (n8me 8rd address)

& CoXC, Max-Ptanck-Ring 2, 65205

IV ofthe IVD Directiv€ 8nd is isEued under the sole

Signature:

Full Nam€:

Position:

Date ofApproval:

Date lssued:

Supersedes;

Kost

Head of Quality

:J:-

c2-,

Signatue:

Full Name:

Position;

Date of Approval:

Place lssued:

Effective (Date or
Lot Number):

Mareike Nowak

Assistant Manager Regulqtory
Affairs/ Site Operations GermanY

65205 Wiesbaden, Germany

6C32-27 : t624lLl00
6C32-37:86242L100l3-Dec-2017



Atbo{t

Declara on 0f ConformitY
Certificate Identifi cstion:

Lcgsl Msnufacturer's N&me:

L€gsl Maouf8cturer's Address;

We, the undersigned, hereby deolare the in vitro diagnostis medical devices described above

and bearing the CE marking, conform
ofthe Eurooean Parliament and of the

Devices as they are transposed into laws of the member states.

the applicable provisions ofthe EC Directivs 98/79lEC

rcil of 27 October 1998 on In Vitro Diagostic Medical

This declarstiotr is made io aecordance
responsibility of the mrtrufacturer.

Arnex IV of the IVD Directlve ard is issued under the sole

Signature:

Full Name:

Position:

Dat€ ofApproval:

Dr. Christlan
Marager Quality

/tl-

Signatue:

Full Name:

Position:

Date ofApproval:

Date Issued:

Place Issued:

Supersedes;

Efrgctive (Dale or
Lot Nunber):

!Sussone Ulrich
Setrior Managsr Regulatory
Affairs/
Site Operatiols Germany

65205 Wiesbaden,

04-May-

Nam€s and Dscrlptton ofDcyices

Anti-t{Be Reagent Kit

Anti-HBe Reagent Kit

Anti-FIBe Reagent Kit

31014

f,imltea, t Trinity Park BickenhillLane, Birmingham B37

CrnUtl A CoXC, Uax-Planck-Ring 2, 65205 Wiesbaden,

, Depaftnetrt Regulatory Affairs
Storag8 site of technical
documentatloo (naue and

.t{/.;',{f^- /7or{t

6C34-35



;=il abbott

Declaration of Conformifv
Certilicate Identilics tion :

Legal Manufacturer's Nsme:

Legal Manufacturer's Address:

DoC 8L44 AII DELK

Abbott GmbH & Co. KG

MaxiPlanck.Ring 2, 55205 Wiesbaden, Germany

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above
and bearing the CE marking, conform with the applicable provisions of the EC Dnective 98/79/EC
of the European Parliament and ofthe Council of27 October 1998 on Il Vitro Diagnostic Medical
Devices as they are transposed into the laws of the member states.

This decl&ration is made in accordatrce with Anlex IV of tb€ M Directive atrd lr issued under the sote
responsibility of the manufacturer.

Llsa Numbers
and Slze Code

of Devices

GMDN Code Names and Descrlptio[ ofDevices Classificstlon

8L44-25 48304 ARCHITECT Anti-IIBc 1I Reagent Kit (1x100 Tesfs) Altnex II List A

8I4.4-30 48304 ARCHITECT Anti-HBc 1I Reagent Kit (4x500 Tesb) Anoex II List A

8L44-35 48304 ARCHITECT Anti-HBc II Reagent Kit (1x500 Tests) Annex II List A

8L44-01 41983 ARCHITECT Anti-HBc II Calibrator Annex II List A

8L44-t0 41984 ARCHITECT Anti-HBc Il Contrcls Annex II List A

Authorized European
ReDresentetive (name and address)

N/A

Notified Body (natlle ard address) LRQA l-rirnited, I Trinity Park, Bickenhill Lane, Birmingham B37 7ES, Unired
Kingdont

Notified BodY number 0088
ADDroval Certificate No. 0088/0964r74/00I l7
Storag€ site of technical
documentation (trame anil address)

Abbot OmbH & Co. K6, Max-Planck-Ring 2, 65205 Wiesbaden, Germany,
DepartrnFnt Regularory Affairs

Earmoniz€d Standards Lisred in $e Technical Documentation

Signature:

Full Name:

Position:

Date of
Approval:

t
lln -

UllL wP)_____--]*--------
Dr. Christian Br6mer

Manager Qualty

Signature:

Full Name :

Positiotr:

Date of
Approval:

Date Issued:

Plaoe lssued:

Supersedes:

Effectivc (Date

or Lot Nurnber):

Senior Marag€r Regulatory Affairs/
Site Operatlons Germany

0V/h'y f 7a,y______\7-_

02-Iut -2014

65205 Wiesbaden, Germany

ov//y /a/i



Declaration of ConformitY

Certifi cste ldetttilicstiotr:

Legal luarufacturer's N!me:

Legsl Msnufscturcr's Addrecs:

We, the undersigned, hqeby declare thai the in vito diagnostic medical devices described above

and bearing the bE markini, conform with the applicable provisions of the EC Dire ctive 9El79lEC

ofthe Eurooean Parliament ahd of the Council of27 October 1998 on ln Vitro Diagnostic Il4edical

Devices as they are n'ansposed into t$e laws ofthe nember states.

Thir declaratiotr is msdeill A!!ex IV ofthe M Direcdve snd is issued urden tbe sole

respotrsiblllty of the ma![facturer,

DoG6C33 AII DELK

AbboE GnbH & Co. KG

Mn-Ptsnck-Ring 2, 65205 Wiesbaden, Germanv

Signatur:

Full Name:

position: Senior Manager Regdlatory
Affalrs

Li$t Numbers
and Siue Code

of Drvicer

GMDN Codc Nomes and Descriptiotr of Devic€s Classllicadon

6C33-22 48298 ARCHITECT Anti-HBp lgM Resgent Kit
(4xt 00 Tests)

An[ex II List A

48298 AICrITECT Anti-HB]c lgM Reagent Kit
(1x100 Tests)

Anlrr [I List A

6C33-AZ 41981 ARCHITECT Anti-HEs IgM Calibrato$ Annex lI Llst A

OLJJ-l I 41982 ARCHITECT Afti-HBo lgM Cortrols Alloex [I List A

Authorized EurcpeBB
ReDresatr tativc (name and addf€ss)

N/A

Notilicd Body (mmc srd sddrBs) LRQA Linite4 I Trinig Park, Bickenhill Lane, Birmingham B37

?ES. Unitcd Kincdom

Notilied Bodv Dumber 008E

ADDroval Certifi cate No. 0088,.0964174n0063

Storage site of techrlcal
documentafor (raEe atrd sddress)

Abbott GmbH & Co. KG, Max-Planck-Rine2' 65205 Wiesbaden'

Celmany. DeDatbnent Regulstory Afbirs
Hsrmooized Strldards Lisrei in the Technical Dooumeltation

SigIlature:

Full Nams:

Positiotr:

Date ofApproval:

Dr. Holgcl Kost

Hcsd of Qrrllty

Date of Approval:

Date lssuod:

Place Issued:

Supersedes:

Ef€ctive (Date or
Lot Number):

65205 Wiesbaden, Gerfnany

06-Nov-2015



Declara n of Conformity

Abbott

Ccrtilicrte IdGrtllicrtion:

Legal Motrufacturer's N8m€:

l,cgsl MstrufaclurGr's Addres3l

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above

and bearing the cE marking conform with the applicable provislons of the EC Directive 98/79lEC

ofthe Eurooean Parliament and ofthe Council of27 October 1998 on ln Vitro Diagnostic Medical

Devices as they are transposed into t$e laws ofthe member ststes.

Tlis declorstiotr ic made itr lV oftbe IVD Direcdve 8!d ic ilsued uod(r the sole

respoosibili ty of the ma!||f{clurer,

Signaturc;

Full Nam€:

Position:

Date ofApproval:

Dr. Holgor Kost

H€ad of Qusllty

SignatJre:

Full Name;

position; Senior Manager iRegulatory
Affairs

Date ofApproval:

Date Issu€d:

Plac€ Issued:

Supersedes:

Names eDd D€scriptiou of Devices

I Trinity Park, Biokenhill Lane, Birmingh4m 837

GmbH & Co. KO, Max-Planck-Ring 2, 65205

",? /'''ir|
65205 Wiesbadeo, Germany

06-Nov-2015

Effealive (Date or
LorNumber): 6c33-221-ot477176L100' 6C33-27 Lot# 77177L100



Abbott

Declaration of Conformitv
Certifi cate Identifi cation:

Legal Manufacturer's Name;

Legal Manufacturer's Address:

DOC-6C3'7 -22/ -27 i -32r -3',7 - AJr DLK
Abbott CmbH & Co. KG

Max-Planck-Ring 2, 65205 Wiesbaden, Germany

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above

and bearing the CE marking, conform with the applicable provisions ofthe EC Directive 98/79lEC
ofthe European Parliament and ofthe Council of27 October 1998 on In Vitro Diagnostic Medical
Devices as they are transposed into the larts of the memb€r states.

This declaration ls made in accordance with Annex Iv ofthe IvD Directive aDd is issued under the sole
respotrsibility of the matrufecturer.

Signature:

List Numbers
and Size Code

ofDevlces

G|DN Code Names and Description of Devices Classification

6C37-22 48366 ARCHITECT Arti-HCV Reagent Kit (4x looTests) Annex II List A

6C31-21 48366 ARCHITECT Anti-HCV Reagent Kit (lx looTests) Arnex II [,ist A

6C37-32 4E366 ARCHITECT Anti-HCV Reagent Kit (4x500 Tests) Annex lI List A

6C3't-3',7 48366 ARCHITECT Arti-HCV Reagent Ki1 (1x500 Tests) Annex II List A

6C37 -01 4t972 ARCHITECT AntiHCV Calibrator AIllIex II List A

6C37-10 41973 ARCHITECT Arti-HCV Controls Anxex II List A

Authorized European
ReDresentatiye (name and address)

NA

Notified Body (name and address) LRQA Limited, I Triuity Park, Bickenhill Lane, Birmingham 837
7ES. United Kinsdom

Notilied BodY number 0088
ApDroval Certificate No. 0088t096417 4100021

Storage site of technical
document&tion (nanle snd address)

Abbott GmbH & Co. KG, Max-Planck-Ring 2, 65205 Wiesbaden,
Germanv, Deparlment Regulatory Affairs

Harmonized Standards Listed in the Technical Documentation

Full Nane: Dr. Christian Briimer
Position:

Date of
Approval:

Manager Quality Senior Manager Regulatory Affairsi'
Site ODerations Gernanv

3 0-Jun-20l4

ov//7/ zar

Signaturel

Full Name:

Position:

Date of
Approva.l:

Dam lssued:

Place Issued:

Supersedes:

Etl'ective (Datc
or Lot Number):



Certilic|te Idetrtilicatlo!:
Legal Mstruf8cturer's Namel

l,egsl MrEufacturer'! Addrcs6r

DOGIP65.SD DLK
& Co. KG

We, the undersigned, hereby deolare in vitro diagnostic medical devices described above
and bearing the CE marking conform
of the European Parliament and ofthe

the applicable pmvisions of the EC Direcrive 98179/EC
of27 October 1998 on In Vitrc Diagnostio Medical

Devices as they are tralsposed into the of the member states.
Thls dcchrstiot is mrde l[ sccordaqc€
respolsibility of the mrtrufact rer.

Alner [II ofthe IVD Directive and is issued utrdef the sole

a*

Signature:

Full Nem€:

Position: M|rager Qurlity

Date ofApproval:

Declara n of Conformity

Brimer
Signature:

Full Name:

Position:

Dae ofApproval:

Date Issued:

Place Issued;

Supersedes:

Efectiv6 (Date or
lrt Nur ber):

Suseane Ulrich
lsenior MaDsgcr Regtlstory
Affrirs, Sltc Opersiiotrs,
Germaay

65205 Wiesbaden, Germany

l7 Nov 2014

Names aod Descriptioa ofDevices

Anti{CP Reagent Kit

AntlCCP Reagent Kit

1m5-10

Slorage oftcchrlcd
(nrme ard sddre$s)

Diagnostics Ltd, Luna Place, The Teohnology Park,



Wc, the undertigned, hereby declarc ftal tlre in vitro diagnostic mpdicsl deviccs desgibed sbove and haring the CE

marking, conlonn with rhe applicdble provisions ofthe EC Dircstlve 9tt9i EC ofdre guropean Parlia{nent and of the

Council ol27 October t996 on In Vitro DiaBnostic Medical Devicos as lhey ar€ transposed inlo the la}},s oflhe rtrember

states.
l'hir dcclsmtiol is ntsdc In scaordaicc $tlh Anncx tll ot atre IVD Dlrectivc q nd ir issucd ondcr th. solc rcgpoDsibilil) of thc

mn||ufaclurcr.
\_ ,-+<--->a

Signaurc: 4-----{

Cerdfrcllc I denti llcsfior:
Lcgsl Manrfadturor'J Ntmc3

l*grl Man ufrcturcr'g Addrerr:

Declaration of GonformitY

Signlrlurci

FullNanre:

Position:

Full Name:

Posirlon:

Date ofApproval:

Date lssucd:

Supersedcs:

l)atc of Approval: dt, lt, t"1 7 a | !l_ _,_

_l{rnainc Whi{rncy

scnior Msn*Ecr $cgulalory Affnirs

AIDD SligoPlace lssucd:

Effecti\€ (Dale or
Lot Nunrber): - o:+-lat--t-t--_ . ..

List Nurnber3
nrd Sfze Code

ofDavhes

GMIIN Cod€ Nrmcs and DcssriFtion of Dsvices Cla$slflcsllon

I L56-40 Nol AYailable ARCHITECT PEobo Conditloning $olution Sclf-d6cla.od

6C54.s8 Nol Availsbl8 ARCHITE€T Coneslrated Wash Buff{rr Sclt-dlclBr€d

6C54-82 No1 Available ARCHIT8CT Concgrtrated Wash Buffer SelI-dcclarc'd

6C54-88 Not AvailaHe ARCHITECT ARM Concentrated Wash Buffer Sol f-decla red

6C55{0 Not Availdble ARCHIT€CT Triggcr Solurion Self-dec lr rcd

6C55-82 Nol Availablc ARCH ITECT ltigger Solution Sclf-dcchreJ

6E23-65 Not Available ARCI'lITSCT PE-TriggBr Solutiqn S0lf-declsred

6E23-82 Not Available ARCHITECT Pr€'Trigger Solution Sblf-dcclarcd

7D82-50 Not Available ARCHITSCT Multi*Assay Manual Diluent Sclf-dcclsrcd

Autborizcd Eurdpcsn
l{eprcserrtfttivc

(Nrm6 s r.l Addrcss)

N,TA

Storige sitc of tochnlcal
docufienlallon

(Nin. nBid Addrc3r)

Abbott lreland Dirs ostics Division, Finisklin BusinGss Pa*. $ligo, Counv Sligo, lrqlond.

Deplrtmgnt: Reguletory Atlltirs.

Hnfmoolzld stindr'ds Usled i'l ths TEchnical Documentalion

l5 Jun 201?



=|,llbbott

Cartlhss{c Identlll
lxgil MsEsf6tturor'r

lrg{l Manrfaclt|r€r'3 A

fio!
amc
rcSl

Declarafi on of GonformitY

lEnostios DiY

Li.st Nu mbcrs
iud Slzc Codo

of Dcvlces

GMDN C rd€ NarEes et|d Dlscription qf Deviecs Ch$lflcAaIor

tL5640 Not Avail. )le ARCHITECT Pmb6 Conditionihg $otution Self-d ecl s rod

6C54-s8 Nol Avail. rle ARCHfE€T Cencentrated Wash Buffsr Sclf-declrrcd

6Cs4-82 Not Availt )le ARCHITECT Conccnltsled Wash Buffer gel f-d ec la red

6C54-88 Not Avaik rle ARCHITECT ARM Concentrated Wash Buffer Sd f-decla red

6C55-60 Not Avaik rlc ARCHITECT Trigg$ Solution Sol f- dec lq rcd

6C55-82 Not Avaik rlc ARCfl ITeCT ftigger Solution SEI[-dcclaied

6 ri 21,65 Not Availr :le ARCI'lITECT Prc-Trigger Solution sblf-declared

6E23-82 Not AvBil€ ,le ARCHIT8CT Pt€-Trigger Solulion Self-dcclarcd

?D82-50 Not Avail, :le ARCHITECT Multi-Assay Manual Diluent Scll-dcclsrcd

Auahorizod Eun
Represen

(Nltm6 qnd Adr

pcrn
Flive
resg)
nical
rll0n
tcar)

N/A

Slorrgc alae oflocl
documenl

(Nnme and Adr

Abbot( Ireland Dirg[ostics Division, Finisklin I]usincss Parlq $ligo, Co(mtv Sligo' lrelond.

Depsrtmcnl; Rrgularory AlfBirs,

Ha|.|||ooizcd Slt rrdi l,istEd in the Technical Docunentation

Wc, lhe undersigned, hereby
ma't idr .^hf^i'n rvirh rh^ 6

that ttle in vitro diagnostie modical deviccs descrlbcd abovc and bcarlng the CD

r provisions ofthe EC Direcdvc 98f/9/EC ofthe Europesn ParliBrnent and ofrhe
tro Diagnostic M€dical Dwices 8s tlrcy are lransposed iflo the larYs ofthe nrember

r wllh Anret lll of the IVD Dltcclivc snd lc issucd uDdcr fll. solF rcsnorsilrility of thc

/
I.o w ai.z L)kj'l -u -t

-

_l{rnninc Whitncy

Scnior Mint€er Rcgulatory Allhiis

61 5A 41r' ?att(

----AIDD Sligo---

---A?-Jli*-lt--- -- -

sigmturc:

Full Namc:

Position:

l)atc of Approval:

Place lssued:

EfFectlve (Date or
Lol Nunber):

Council of27 Octobet 1998
states.

nr ln

onufSctorcf.

signarure:

Full Narner

:>C

Date o[Approval:

Dale l$gued:

Supersedes:

Ju,

5u
l5 201



Abbott

Decla ratlon of Conformity

Ccrtillcnlc Identifi cldon:
l,ig{l Mrrt!facl.rrer'i Nan!!:
l-egal Manrlhclolcr'i ;tddriess:

\\'s. lbe urdersigred; hereb-v declare that the in vrtro diagDostic mcdical dcvices described obo! e

afid beadng the CE markirg: conform wirh the applicabJc provisions of tlrc EC Dircchvc 98179i E(l
ol'the E$ropean Parllament arld oftbe Couucil of27 Octobsr 1998 on In \''itro Diagnostic \{adictll
D€vices ai rhc."* are ttansposed into Ihe larvs ofdre mEmber staFs'
't his rlcrlaratioo is mldc irtrccordance wirh Annex III of the IVD Direttiie
responsibilig of the

_Lsurert Sieher_

Slgnoture

F$ll N,|nle:

Signalure

Full lrarlc:

Posilioo:

Ddrc lrfApDroval'

DAte lsiLlcd:

Supersedes J$ne li;2011

D[lc of,tpprovtl

Place lssurd :

EJIectivg (Dare or
Lor Number)i

Posilier Re!{uldor'- Affai's
Dire!tor'

5/;tfs.o, t*
Abbotl L-dborator'ies
Dilgnostlcs Dlvision

L

| ,irt l\umbeii
Rnd Size Code

of Deyice$

GMDN
Code

lJrmer and Dcsc.iplio0 of Dlvic.s C|rssificntion

4Dr8-0j AR(llIITEgf Septum Self-dt'chted

4Dt9-01 NA ARCFITTECT Replscemenl Csps Sclf-df,clafod

7C l4-01 N--\ ARCHITIICT Ssttple Cup6 Self-dtelAftd

?c r5-02 NA ARCI lt'I F(:t' Reactiou Vessels Sell-derlArcd

7C r5.0i i{RCl IITECT Reaction Vessels Selt-dEclrferl

Reprciontative (ntfte ond oddress)

Abbott Llborslorics

Diagnortics Dieision

.\bbott Park. lL 600u,t LISA

Storrge site of tcchnicnl
documentalion (nam6 rud 4(ldress)

is issued ondcr the sflc


